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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) [3 Responsive to communication(s) filed on 20 June 2005 . 

2a)D This action is FINAL 2b)(3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11,453 O.G. 21 3. 

Disposition of Claims 

4) E3 Claim(s) 1.3-18.27-41.43-45 and 47-51 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) |3 Claim(s) 14-18.29-39 and 41 is/are allowed. 

6) KI Claim(s) 1.3-13.27.28.40.43-45 and 47-51 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Status of the Claims 

Claims 2,19-26,30,42,46 have been cancelled. Claims 50,51 have been newly 

added. 

Response to Amendment 

Applicant's amendment was made pursuant a telephone interview of June 20, 
2005. Examiner indicated that the concept of a "spring loaded" handle coupled to the 
bucket defined over the art. However, upon further consideration of the art and 
applicant's specification, Examiner has determined that the issue surrounding "spring 
oaded" has not been fully appreciated and requires further clarification and, therefore, 
the finality of that action is withdrawn. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 48 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 48 requires "a constant force" to rotate the 
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handle relative to the bucket. This language does not appear in the original 
specification as filed. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,4,5,6 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Shea, et al (429693). 

Shea et al discloses a stapedial prosthesis sized to be implanted as a 
replacement for the stapes between the incus and the oval window of the middle ear, 
comprising: a body defining a bucket sized to at least partially receive a portion of the 
incus, and a shaft having a length sufficient to extend from the incus to the oval window; 
and b) a handle coupled to said bucket. Shea utilizes stainless steel as the material for 
the handle. Applicant's claim is directed to "spring-loaded handle coupled to the 
bucket". Looking to the specification to determine the metes and bounds of the term 
"spring loaded" examiner directs applicant's attention to page 24, lines 8+ through page 
25, lines 1+. 

"During the initial step of the insertion procedure, the bail handle 104 is rotated to 
the side of the bucket 106 having the upper opening 114 for the positioning tool (i.e., 
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opposite the notch 140). The surgeon then gently moves the incus process (in the 
direction of arrow 202), rotates the prosthesis (in the direction of arrow 204), and sets 
the lenticular the bucket 106 into process 16." 

Based on this sole disclosure, examiner maintains that the steps outlined in 
applicant's specification does not distinguish over the same steps as disclosed by Shea, 
et al. See columns 4 and 5. 

Diarmg the insertion procedure, bail 18 is rotated to the 
side of bucket portion 12 having the opening the bore 30 
(the position shown in dashed lines in FIG, 8). The 
surgeon then rotates bail IS upwardly (in the direction 
indicated by the arrow In FIG, 8) so that bail 18 passes 
through a plane containing both bail 18 and the longitu- 
dinal axis of prosthesis 1G (a position which: may be 
denominated "center") and moves further upwardly 
("overcenter")« This movement requires bail 18 to pass 
over surfaces 34 of cams 32 and thus bail 18 must be 
sufficiently resilient to deform for ihis purpose. Upon 
reaching the end of tapered surfaces 34, bail 18 resumes 
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its original shape (best: shown in FIG; 7} with its sides 
substantially parallel aad closely adjacent bucte* por- 
tion 12^ The surgeon continues ibe upward rotation of 
bait 18, if necessary, until it te proper position sur* 
roundTDglonf prc^^20of thekcus. Any downward s 
rotation of b&il It sow is prevented because of the stop 
means provided by ahoalde** 36 of earn* Tbw> any ■ 
tendency, of bucket portion 12 to become dislodged 
from its en g^emefit with lenticular process 14 of the 
ittcas will be curbed by the locking action of bail 18 aisd l? 
shoulders 36v 

Examiner contends that the language of "requires bail to pass over surfaces 34 
of cams 32 and thus bail must be sufficiently resilient to deform for this purpose. Upon 
reaching the end of tapered surfaces 34, bail 18 resumes its original shape" enables 



the handle of Shea to meet the limitations of "spring loaded" as claimed by applicant. 
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Claim 4, as worded does not appear to distinguish over the conformation of the 
bucket and U-shaped handle of Shea, et al. Certainly, the handle has two ends and 
once inserted into the bucket, the handle is subjected to load. 

Claim 5, the holes of Shea et al are configured diametrically opposite on the 
bucket. 

Claims 6 and 7, see notch 26 in the rim which terminates above the holes of the 
bucket of Shea et al. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 27 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shea, et al (429693) as applied to claim 1 above, and further in view of Beyer 
(2792958) or Kulbacki (3593880). 

Shea, et al discloses a stapedial prosthesis sized to be implanted as a 
replacement for the stapes between the incus and the oval window of the middle ear, 
comprising: a body defining a bucket sized to at least partially receive a portion of the 
incus, and a shaft having a length sufficient to extend from the incus to the oval window; 
and b) a handle coupled to said bucket. Shea et al teaches a preferred method for 
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attaching the bail handle to the body. In column 4, lines 24+ Shea et al states that the 
coupling of the bail to the body may be employed by a variety of well known mounting 
techniques. 

sumes its original shape. Although ball 16 is shown in j 
the drawings as being pivotelly mounted to bucket j 
portion 12 by the means just described, a variety of j 
well-known mounting techniques may be utilized to j 
provide the necessary pivotal movement of bail 18 with j 
respect to bucket pokba 12. 

Each of Beyer and Kulbacki show different technique for mounting the bail to the 
body of the devices. To use either technique as shown by Beyer and Kulbacki to 
mount the bail to the body of the device of Shea, et al would have been obvious 
equivalents to one with ordinary skill in the art based upon design and 
engineering considerations. 

Claims 1,3-7,48-51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shea, et al (4292693) in view of Antonelli, et al (6726719). 

Shea et al discloses a stapedial prosthesis sized to be implanted as a 
replacement for the stapes between the incus and the oval window of the middle ear, 
comprising: a body defining a bucket sized to at least partially receive a portion of the 
incus, and a shaft having a length sufficient to extend from the incus to the oval window; 
and b) a handle coupled to said bucket. While Shea et al, an older patent, utilizes 
stainless steel, the art teaches that titanium and stainless steel are well known for their 
spring-like properties and their use as a spring in the otic art is well documented, see 
Antonelli, et al.. To fabricate the wire handle of Shea et al out of titanium for its superior 
properties including spring-like performance to reduce the chances of deforming the 
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handle after the handled has been subjected to external would have been an obvious 
substitution of equivalent elements as taught by Antonelli, et al. 

Claim 3, if not inherent, the use of biocompatible commercial grade 4 Ti would 
have been obvious to one with ordinary skill in the art as one of the many choices from 
the approved materials listed in the ASTM handbook. 

Claim 4, as worded does not appear to distinguish over the conformation of the 
bucket and U-shaped handle of Shea, et al. Certainly, the handle has two ends and 
once inserted into the bucket, the handle is subjected to load. 

Claim 5, the holes of Shea et al are configured diametrically opposite on the 
bucket. 

Claims 6 and 7, see notch 26 in the rim which terminates above the holes of the 
bucket of Shea et al. 

Claim 9, as broadly worded the handle of Shea, et al is rotatably coupled to the 
bucket. 

Claims 10 and 12, see rejection to claim 4 supra. 
Claim 1 1 , see prosthesis of Antonelli, et al. 

Claim 13, the structure of Shea et al as modified would inherently yield a spring 
loaded handle as broadly claimed. 

Claim 27 see stapedial prosthesis of Shea et al. 

Claim 28, the language of the claim does not preclude the intermediate product 
where the first and second ends are not coupled. 

Claims 48 and 49, see rejection to claim 1 supra. 
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Claims 8,11,12,14,40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shea et al (4292693) in view of Antonelli, et al (6726719) as applied to claim 1 
above, and further in view of Muller (6540661 ). 

Muller teaches a bucket type capturing mechanism comprising slots formed 
therein. While the bucket of Muller is not intended for capturing the incus, the principle 
of providing slots in a wall member to increase wall flexibility is well known in any art. 
To provide slots in the bucket of Shea et al to increase the wall flexibility so as to offer 
the surgeon a more effective capturing of the incus would have been obvious to one 
with ordinary skill in the art from the teachings of Muller. 

Claims 1 1 and 12, see body composition of the slotted bucket of Muller. 

Claim 14, the slots in the bucket of Shea et al would offer the function of 
adjusting the diameter of the bucket by manipulation of the wall segments and the 
segments would retain the adjusted diameter if the applied force exceeds the modulus 
of the material. 

Claims 15-17, while Muller is silent as to the dimension of the slot, it appears that 
in comparing the two devices, applicant's and Muller, the slot would approximately fall 
within the range as claimed. 

Claim 1 8, the bottom of the bucket of Shea et al is closed. 

Claim 40, the slots in the bucket of Shea et al would offer the function of 
adjusting the diameter of the bucket by manipulation of the wall segments and the 
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segments would retain the adjusted diameter if the applied force exceeds the modulus 
of the material. 

Allowable Subject Matter 

Claims 14-18,29-39,41 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DAVID J ISABELLA whose telephone number is 703- 
308-3060. The examiner can normally be reached on MONDAY-FRIDAY. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, CORRINE MCDERMOTT can be reached on 703-308-21 1 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

DAVID J ISABELLA 
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